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forth the directions for use and cau-
tionary statements, if any, contained 
in the prescription or required by law. 

(c) All written prescriptions and 
written records of emergency oral pre-
scriptions shall be kept in accordance 
with requirements of § 1304.04(h) of this 
chapter. 

[36 FR 13368, July 21, 1971, as amended at 37 
FR 15921, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973, as amended at 62 FR 
13965, Mar. 24, 1997]

CONTROLLED SUBSTANCES LISTED IN 
SCHEDULES III, IV, AND V

§ 1306.21 Requirement of prescription. 
(a) A pharmacist may dispense di-

rectly a controlled substance listed in 
Schedule III, IV, or V which is a pre-
scription drug as determined under the 
Federal Food, Drug, and Cosmetic Act, 
only pursuant to either a written pre-
scription signed by a practitioner or a 
facsimile of a written, signed prescrip-
tion transmitted by the practitioner or 
the practitioner’s agent to the phar-
macy or pursuant to an oral prescrip-
tion made by an individual practitioner 
and promptly reduced to writing by the 
pharmacist containing all information 
required in § 1306.05, except for the sig-
nature of the practitioner. 

(b) An individual practitioner may 
administer or dispense directly a con-
trolled substance listed in Schedule III, 
IV, or V in the course of his/her profes-
sional practice without a prescription, 
subject to § 1306.07. 

(c) An institutional practitioner may 
administer or dispense directly (but 
not prescribe) a controlled substance 
listed in Schedule III, IV, or V only 
pursuant to a written prescription 
signed by an individual practitioner, or 
pursuant to a facsimile of a written 
prescription or order for medication 
transmitted by the practitioner or the 
practitioner’s agent to the institu-
tional practitioner-pharmacist, or pur-
suant to an oral prescription made by 
an individual practitioner and prompt-
ly reduced to writing by the phar-
macist (containing all information re-
quired in Section 1306.05 except for the 
signature of the individual practi-
tioner), or pursuant to an order for 
medication made by an individual 
practitioner which is dispensed for im-

mediate administration to the ulti-
mate user, subject to § 1306.07. 

[62 FR 13965, Mar. 24, 1997]

§ 1306.22 Refilling of prescriptions. 

(a) No prescription for a controlled 
substance listed in Schedule III or IV 
shall be filled or refilled more than six 
months after the date on which such 
prescription was issued and no such 
prescription authorized to be refilled 
may be refilled more than five times. 
Each refilling of a prescription shall be 
entered on the back of the prescription 
or on another appropriate document. If 
entered on another document, such as 
a medication record, the document 
must be uniformly maintained and 
readily retrievable. The following in-
formation must be retrievable by the 
prescription number consisting of the 
name and dosage form of the controlled 
substance, the date filled or refilled, 
the quantity dispensed, initials of the 
dispensing pharmacist for each refill, 
and the total number of refills for that 
prescription. If the pharmacist merely 
initials and dates the back of the pre-
scription it shall be deemed that the 
full face amount of the prescription has 
been dispensed. The prescribing practi-
tioner may authorize additional refills 
of Schedule III or IV controlled sub-
stances on the original prescription 
through an oral refill authorization 
transmitted to the pharmacist pro-
vided the following conditions are met: 

(1) The total quantity authorized, in-
cluding the amount of the original pre-
scription, does not exceed five refills 
nor extend beyond six months from the 
date of issue of the original prescrip-
tion. 

(2) The pharmacist obtaining the oral 
authorization records on the reverse of 
the original prescription the date, 
quantity of refill, number of additional 
refills authorized, and initials the pre-
scription showing who received the au-
thorization from the prescribing prac-
titioner who issued the original pre-
scription. 

(3) The quantity of each additional 
refill authorized is equal to or less than 
the quantity authorized for the initial 
filling of the original prescription. 
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